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DETAILED ACTION 

Election/Restrictions 

1 . Applicant's election without traverse of group I in the reply filed on May 6, 2009 is 
acknowledged. 

The requirement is still deemed proper and is therefore made FINAL. 
Claim Interpretation 

2. Claim 6 recites a Markush group of pharmaceutically acceptable excipients that 
is present in the tablet. Claims 7-9 further defines the various items listed in the 
Markush group of claim 6 but does not require that one of the items listed in each claim 
be present in the formulation. 

Claim Rejections - 35 USC §112 -2 nd Paragraph 

3. The following is a quotation of the second paragraph of 35 U.S.C. 1 12: 

The specification shall conclude with one or more claims particularly pointing out and distinctly 
claiming the subject matter which the applicant regards as his invention. 

4. Claim 18 is rejected under 35 U.S.C. 112, second paragraph, as being indefinite 
for failing to particularly point out and distinctly claim the subject matter which applicant 
regards as the invention. It is unclear what is meant by the term "one or more non- 
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functional layers surrounding the tablet". The specification does not define this term but 
provides an example of a layer comprising a cosmetic coating. However, "non-functional 
layer" could also encompass layers which do not contain an active ingredient and 
therefore are nonfunctional in providing the pharmaceutical ingredient but may alter the 
release of the active ingredient present in other layer(s). Please clarify. 

Claim Rejections - 35 USC § 102 

5. The following is a quotation of the appropriate paragraphs of 35 U.S.C. 1 02 that 
form the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public 
use or on sale in this country, more than one year prior to the date of application for patent in the United 
States. 

6. Claims 1,5-9 and 18 are rejected under 35 U.S.C. 102(b) as being anticipated 
byAyer etal. (US 6,096,339). 

Ayer et al. discloses a composition comprising the active ingredient verapamil 
hydrochloride, hydroxypropyl methylcellulose (HPMC) and hydroxypropyl cellulose 
(HPC; col 6, In 17 - 36). Also present in this dosage form is the binder 
polyvinylpyrrolidone (col 6, In 21) and the lubricant magnesium stearate (col 6, In 23). 
Alfuzosin can be the drug delivered by the dosage form (claim 16). 

Where selection of one named species from a list of alternatives, in this case the 
drug selected for inclusion in the dosage form, is all that is required to arrive at the 
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instantly claimed subject matter, that species is anticipated. Ex Parte A., 17 USPQ2d 
1716 (Bd. Pat. App. & Inter. 1990). See also In re Sivaramakrishnan, 213 USPQ 441 
(CCPA 1982). 

Layers which do not contain active ingredient (the subcoating layer and outer 
wall) are present and therefore meet the limitation of claim 18 which requires a 
nonfunctional layer to be present. 



Claim Rejections - 35 USC § 103 



7. The following is a quotation of 35 U.S.C. 1 03(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 



8. The factual inquiries set forth in Graham v. John Deere Co., 383 U.S. 1 , 148 
USPQ 459 (1966), that are applied for establishing a background for determining 
obviousness under 35 U.S.C. 103(a) are summarized as follows: 

1 . Determining the scope and contents of the prior art. 

2. Ascertaining the differences between the prior art and the claims at issue. 

3. Resolving the level of ordinary skill in the pertinent art. 

4. Considering objective evidence present in the application indicating 
obviousness or nonobviousness. 



9. This application currently names joint inventors. In considering patentability of 
the claims under 35 U.S.C. 103(a), the examiner presumes that the subject matter of 
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the various claims was commonly owned at the time any inventions covered therein 
were made absent any evidence to the contrary. Applicant is advised of the obligation 
under 37 CFR 1 .56 to point out the inventor and invention dates of each claim that was 
not commonly owned at the time a later invention was made in order for the examiner to 
consider the applicability of 35 U.S.C. 103(c) and potential 35 U.S.C. 102(e), (f) or (g) 
prior art under 35 U.S.C. 103(a). 

1 0. Claims 1,5-9 and 1 8 are rejected under 35 U.S.C. 1 03(a) as being unpatentable 
over Ayer et al. (US 6,096,339). 

Ayer et al. discloses a composition comprising the active ingredient verapamil 
hydrochloride, hydroxypropyl methylcellulose (HPMC) and hydroxypropyl cellulose 
(HPC; col 6, In 17 - 36). Also present in this dosage form is the binder 
polyvinylpyrrolidone (col 6, In 21) and the lubricant magnesium stearate (col 6, In 23). 

Ayer et al. does not explicitly prepare a dosage form comprising alfuzosin, HPMC 
and HPC. 

Ayer et al. discloses that a variety of drugs, including alfuzosin, can be delivered 
in the dosage form (claim 16). 

It would have been obvious to one of ordinary skill in the art at the time of the 
instant invention to prepare a composition of active ingredient, HPMC and HPC and to 
use alfuzosin as the active ingredient as Ayer et al. discloses alfuzosin as a suitable 
active ingredient for inclusion in the dosage form. Layers which do not contain active 
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ingredient (the subcoating layer and outer wall) are present and therefore meet the 
limitation of claim 18 which requires a nonfunctional layer to be present. 

11. Claims 1, 5 - 10 and 18 are rejected under 35 U.S.C. 103(a) as being 
unpatentable over Maggi et al. (US 6,149,940). 

Maggi et al. discloses two or three layer tablets wherein layer 2 contains 
alfuzosin hydrochloride with hydrophilic polymers and a first layer and optional third 
layer containing hydrophilic polymers. These hydrophilic excipients are preferably 
chosen from the group of "super disintegrants" comprising polyvinylpyrrolidone, HPC 
and HPMC (col 3, In 21 - 25) but other hydrophilic polymers such as ethyl cellulose can 
also be used (col 3, In 9). The layer contains 1% to 50%, but more preferable 10% - 
30% by weight of the layer of these substances (col 3, In 29 - 30). Diluents, lubricants 
and binders can be included in the compositions (col 3, In 47 - 66). In example 1 (col 5, 
In 1 1 - col 6, In 46), a formulation is prepared which comprises, based on the total 
weight of the three layer tablet, 58% HPMC and 3.7% of the hydrophilic polymers ethyl 
cellulose and polyvinylpyrrolidone. Also present are the diluent microcrystalline cellulose 
and the lubricants magnesium stearate and colloidal silica (silicon dioxide). 

Maggi et al. does not explicitly prepare a dosage form comprising alfuzosin, 
HPMC and HPC. 

It would have been obvious to one of ordinary skill in the art at the time of the 
instant invention to prepare an alfuzosin composition as described by Maggi et al. 
comprising alfuzosin, HPMC and to replace the polyvinylpyrrolidone and ethyl cellulose 
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with the functionally equivalent HPC polymer. The amount of these substances and the 
relative amounts of the different substances will affect the swelling properties of the 
layer and therefore the drug release from the table. The amount of a specific ingredient 
in a composition is clearly a result effective parameter that a person of ordinary skill in 
the art would routinely optimize. Optimization of parameters is a routine practice that 
would be obvious for a person of ordinary skill in the art to employ and reasonably 
would expect success. It would have been customary for an artisan of ordinary skill to 
determine the optimal amount of each ingredient to add in order to best achieve the 
desired results. 

12. Claims 1, 5- 10 and 18 are rejected under 35 U.S.C. 103(a) as being 
unpatentable over Maggi et al. (US 6,149,940) further in view of Remington The 
Science and Practice of Pharmacy p 894 (2000). 

As discussed in greater detail above, Maggi et al. discloses multi-layer tablets 
comprising alfuzosin, and hydrophilic polymers such as HPMC and HPC. 

Maggi et al. does not disclose the addition a nonfunctional layer to the 
composition. 

Remington discloses that there are many reasons to add coatings to tablets that 
are already functionally complete, including protection from the environment, increasing 
ease of ingestion, improving product identity and improving product appearance (p 894, 
col 1). 

It would have been obvious to one of ordinary skill in the art at the time of the 
instant invention to include a layer on the tablet which does not deliver drug or affect 
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drug release to the multilayer tablet taught by Maggi et al. The person of ordinary skill in 
the art would have been motivated to do so and reasonably would have expected 
success as Remington discloses that such nonfunctional coatings can be applied to oral 
dosage forms for esthetic reasons and provide a number of advantages, such providing 
product identity and improved appearance. 

1 3. Claims 1 and 5 - 1 0 are rejected under 35 U.S.C. 1 03(a) as being unpatentable 
over Bordes et al. (FR 2820319; all citations from US 2004/01 15259). 

Bordes et al. discloses composition that contains only a mixture of alfuzosin 
hydrochloride and HPMC that is compressed into a tablet (If [0038]). Excipients to 
modify the kinetics of release such as hydroxpropylcellulose can be included (If [0074]). 
Diluents such as lactose, mannitol or microcrystalline cellulose (If [0075]), the binder 
gelatin (If [0077]), and lubricants/glidants including colloidal silica (If [0078]) can also be 
included in the composition. 

Bordes et al. does not explicitly prepare a composition comprising alfuzosin 
hydrochloride, HPMC and HPC. 

It would have been obvious to one of ordinary skill in the art at the time of the 
instant invention to prepare a composition comprising alfuzosin hydrochloride, HPMC 
and HPC. The person of ordinary skill in the art would have been motivated to do so 
and reasonably would expect success because Bordes et al. teaches that the addition 
of HPC to the composition will modify the release kinetics of the composition. The 
amount of a specific ingredient in a composition is clearly a result effective parameter 
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that a person of ordinary skill in the art would routinely optimize. Optimization of 
parameters is a routine practice that would be obvious for a person of ordinary skill in 
the art to employ and reasonably would expect success. It would have been customary 
for an artisan of ordinary skill to determine the optimal amount of each ingredient to add 
in order to best achieve the desired results. 

14. Claims 1 and 5- 10 are rejected under 35 U.S.C. 103(a) as being unpatentable 
over Bordes et al as applied to claims 1 and 5 - 10 above, and further in view of Lowey 
(US 4,259,314). 

Bordes et al. discloses alfuzosin hydrochloride dosage forms with HPMC as the 
carrier that provides for sustained release of the alfuzosin. "Small proportions" of HPC 
can be added to modify the release kinetics flj [0074]) as well as other excipients such 
as binders or diluents can also be included (ffll [0075] - [0078]). 

Bordes et al. does not explicitly specify the amounts of HPC that can be included 
in the composition. 

Lowey discloses a long acting pharmaceutical carrier comprises of 80 - 95% 
HPMC and 20 to 5% HPC (col 2, In 68 - col 3, In 3). This material provides a controlled, 
long acting formulation that can be easily and inexpensively prepared with a uniform 
and continuous dissolution over prolonged period of time that can be used with 
hygroscopic and non-hygroscopic active ingredients (abstract; col 2, In 16 - 22). 

It would have been obvious to one of ordinary skill in the art at the time of the 
instant invention to prepare an alfuzosin tablet as disclosed by Bordes et al. and to use 
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a combination of HPMC and HPC as the controlled release carrier. The person of 
ordinary skill would be motivated to do so and reasonably would expect success as 
Bordes et al. discloses that HPC can be included in the composition and Lowey 
discloses that such a carrier is an effective sustained release material that can be used 
with medicaments, particularly those that are hygroscopic. 

15. Claims 1, 5- 10 and 18 are rejected under 35 U.S.C. 103(a) as being 
unpatentable over Bordes et al. as applied to claims 1 and 5-10 above, and further in 
view of Remington the Science and Practice of Pharmacy (2000). 

Bordes et al. discloses alfuzosin hydrochloride dosage forms with HPMC and 
HPC as the carrier that provides for sustained release of the alfuzosin. Other excipients 
such as binders or diluents can also be included flffl [0075] - [0078]). 

Bordes et al. does not disclose the addition of a nonfunctional layer to the tablet. 

Remington discloses that there are many reasons to add coatings to tablets that 
are already functionally complete, including protection from the environment, increasing 
ease of ingestion, improving product identity and improving product appearance (p 894, 
col 1 , IT 1 )■ 

It would have been obvious to one of ordinary skill in the art at the time of the 
instant invention to include a layer on the tablet which does not deliver drug or affect 
drug release to the alfuzosin tablet taught by Bordes et al. The person of ordinary skill in 
the art would have been motivated to do so and reasonable would have expected 
success as Remington discloses that such nonfunctional coatings can be applied to oral 
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dosage forms for esthetic reasons and provide a number of advantages, such providing 
product identity and improved appearance. 



Conclusion 



Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Nissa M. Westerberg whose telephone number is 
(571)270-3532. The examiner can normally be reached on M - F, 8 a.m. - 4 p.m. ET. If 
attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Michael G. Hartley can be reached on (571) 272-0616. The fax phone 
number for the organization where this application or proceeding is assigned is 571- 
273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 

/Jake M. Vu/ 
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